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DETAILED ACTION 

1 . The text of those sections of Title 35, U.S. Code not included in this action can 
be found in a prior Office action. 

Claim Rejections - 35 USC §112 

2. Claims 33-51 are rejected under 35 U.S.C. 112, second paragraph, as being 
indefinite for failing to particularly point out and distinctly claim the subject matter which 
applicant regards as the invention. Applicant uses the phrase "biological sensing 
media", but this term is not defined in the specification or claims of the present 
application; additionally, the term is not even present in the specification or original set 
of claims. It appears that applicant is attempting to identify the component labeled as 
"bio-sensing element" in figure 1 ; for examination purposes, the claims will be treated as 
such. 

The Examiner notes that Applicant has attempted to show that this connection 
may be inferred based on a passage in the specification. This is not sufficient to 
overcome the rejection, as there is still no direct connection between the language in 
the claims and the language in the specification. The Examiner suggests amending the 
claims to match the language of the invention disclosed in the specification. 

Claim Rejections - 35 USC § 102 

3. Claims 33, 37, 38, and 43 are rejected under 35 U.S.C. 1 02(e) as being 
anticipated by Burke (US Patent Application Publication 2004/0157337). 
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Regarding claim 33, Burke discloses a blood analysis device comprising a 
transducer element (paragraphs [0062], [0065]), a biological sensing media in 
communication with the transducer element (paragraph [0055]), a signal driver in 
communication with the transducer element that applies a varying signal to the 
transducer (paragraphs [0062], [0065]), an inlet port to direct blood to the transducer 
(paragraph [0072]), and a signal processor in communication with the transducer that 
measures a response of the blood to the signal and determines a blood characteristic 
as a function of the measured response (paragraphs [0068], [0071]). 

Regarding claims 37 and 38, Burke further discloses varying the frequency 
between 1 KHz and 10 GHz (paragraphs [0062]-[0065]). 

Regarding claim 43, Burke further discloses the device being self-administered 
(paragraph [0054]). 

4. Claims 33, 36, and 42 are rejected under 35 U.S.C. 102(e) as being anticipated 
by Freiherr Von Der Goltz (US Patent 7223365). 

Regarding claim 33, Freiherr Von Der Goltz discloses a blood analysis device 
comprising a transducer element (column 3, lines 2-17; element 4), biological sensing 
media in communication with the transducer (column 2, lines 49-53), a signal driver in 
communication with the transducer for applying a signal to the transducer and varying it 
(element 1 7, 1 8), an inlet port for delivering blood to the transducer element (element 
5), and a signal processor in connection with the transducer for determining a blood 
characteristic from the blood's response to the varying signal (elements 9, 18). 
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Regarding claim 36, Von Der Goltz further discloses a bioactive material on the 
transducer element (column 11, lines 50-62). 

Regarding claim 42, Freiherr Von Der Goltz further discloses a catheter (element 

57). 

5. Claims 33-35, 37, 39, 47 are rejected under 35 U.S.C. 1 02(b) as being 
anticipated by Grzegorzewski (US Patent 5494639). 

Regarding claim 33, Grzegorzewski discloses a blood analysis device comprising 
a transducer element (elements 14), biological sensing media in communication with 
the transducer (element 13), a signal driver in communication with the transducer for 
applying a signal to the transducer and varying it (element 8), an inlet port to direct 
blood to the transducer element (element 11), and a signal processor in communication 
with the transducer that determines a blood characteristic from the blood's response to 
the applied signal (element 52). 

Regarding claim 34, Grzegorzewski discloses the transducer as an 
electrostrictive element (column 3, lines 39-61). 

Regarding claim 35, Grzegorzewki further discloses the transducer including a 
plurality of sensors (electrodes 14). 

Regarding claim 37, Grzegorzewski discloses varying an applied frequency 
(column 3, lines 43-53; column 6, lines 8-10). Regarding claim 39, the Examiner notes 
that there are no alternatives to individual, sequential, and simultaneous delivery of a 
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signal, and Grzegorewski's signal therefore inherently is delivered via one of these 
options. 

Regarding claim 47, Grzegorzewski discloses a bulk bioactive material (element 
13; column 3, lines 29-37). 

Claim Rejections - 35 USC § 103 

6. Claims 48-50 are rejected under 35 U.S.C. 103(a) as being unpatentable over 
Von Der Goltz in view of Jina (US Patent 6673622). 

Von Der Goltz discloses all the elements of the claimed invention, as described 
above, except for the device comprising data storage, processing, and transmission of 
physiological characteristics and providing information to a patient. Jina teaches a blood 
characteristic analysis system comprising data storage, processing, and transmission, 
including storing blood data and providing information to a patient via a display (column 
6 line 30 to column 7 line 23), in order to effectively analyze and use the gathered data. 
It would have been obvious to one of ordinary skill in the art at the time the invention 
was made to have made the system of Von Der Goltz with data storage, processing, 
and transmission, and display of information, as taught by Jina, in order to effectively 
analyze and use the gathered data. 

7. Claims 48 and 51 are rejected under 35 U.S.C. 103(a) as being unpatentable 
over Von Der Goltz in view of Stiene (US Patent Application Publication 2004/0072357). 
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Regarding claims 48 and 51, Von Der Goltz discloses all the elements of the 
claimed invention, as described above, except for the device comprising data storage, 
processing, and transmission, and wired and wireless communication. Stiene teaches a 
blood characteristic analysis system comprising data processing, storage, and 
transmission, including wired and wireless communication between the device, a 
patient, and a health center (paragraphs [0044], [0055]-[0066], [0078], [0115]), in order 
to facilitate analysis of gathered data. It would have been obvious to one of ordinary skill 
in the art at the time the invention was made to have made the device of Von Der Goltz 
with data processing, storage, and transmission, as well as wired and wireless 
communication, as taught by Stiene, in order to facilitate data analysis. 

8. Claim 41 is rejected under 35 U.S.C. 103(a) as being unpatentable over Von Der 
Goltz. 

The Examiner notes that Von Der Goltz does not expressly disclose the effect 
generated by the transducer traveling between 1 nm and 1 cm into the blood from the 
transducer's surface. However, the distance the signal travels is a function of the 
sample volume, as well as the type of signal being applied and the strength and 
frequency of that signal. As such, it would have been obvious to one of ordinary skill in 
the art at the time the invention was made to configure the device such that the 
transducer's effect would travel between 1 nm and 1 cm from its surface. 
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9. Claim 40 is rejected under 35 U.S.C. 103(a) as being unpatentable over Burke in 
view of Corey (US Patent Application Publication 2004/0054283). 

Burke discloses all the elements of the claimed invention, as described above, 
except for the frequencies including a resonant, antiresonant, harmonic, or anharmonic 
frequency. Corey teaches analyzing blood characteristics at a resonant frequency 
(paragraph [01 13]), in order to accurately calculate hematocrit. It would have been 
obvious to one of ordinary skill in the art at the time the invention was made to have 
used the system of Burke at a resonant frequency, as taught by Corey, in order to 
obtain accurate measurements. 

Allowable Subject Matter 

1 0. Claims 44-46 would be allowable if rewritten to overcome the rejection(s) under 
35 U.S.C. 112, 2nd paragraph, set forth in this Office action and to include all of the 
limitations of the base claim and any intervening claims. 

Response to Arguments 

1 1 . Applicant's arguments filed 17 March 2008 have been fully considered but they 
are not persuasive. 

Regarding Applicant's argument that Grzegorzewski does not disclose a signal 
driver that applies a varying signal value to the transducer, the Examiner disagrees. The 
vibrating piezoelectric element applies a varying signal to the electrodes, which are in 
turn connected to a signal processor. 
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Regarding Applicant's argument that Von Der Goltz does not apply a signal and 
measure a blood characteristic in response to the signal, the Examiner disagrees. Von 
Der Goltz clearly applies a varying pressure wave to a blood sample; the resulting 
change in pressure and flow velocity is measured to determine the characteristics of the 
blood (column 9, lines 31-47). 

The Examiner also notes that, though Applicant disliked addressing a plurality of 
art rejections, each individual prior art addressed a different set of dependent claims. 

Applicant's arguments with respect to Jina and Stiene have been considered but 
are moot in view of the new ground(s) of rejection. 

Conclusion 

12. The prior art made of record and not relied upon is considered pertinent to 
applicant's disclosure. 

US Patent 6524861 to Anderson, and US Patent Application Publication 
2004/0214337 to Kautzky, which disclose similar inventions. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to KAREN E. TOTH whose telephone number is (571)272- 
6824. The examiner can normally be reached on Monday through Friday. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Charles Marmor, II can be reached on 571-272-4730. The fax phone 
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number for the organization where this application or proceeding is assigned is 571- 
273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 

/Robert L. Nasser Jr/ 

Primary Examiner, Art Unit 3735 
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